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[Ipukazom [Ipencenarens

PI'Y «KomMuteT MEIUIIMHCKOTO U
(dhapmMareBTHYECKOro KOHTPOJIS
MunucTEepCTBA 3APABOOXPAHEHUS
Pecry6mmuku Kazaxcrany»

ot 06.01.2021 r.

No N035355

NHcTpyKUMs 0 MeTUIIMHCKOMY NIPUMEHEHHUI0
JIEKAPCTBEHHOT0 npenapara (JIucrok-BKIaAbILI)

Toprosoe HaumeHoBaHHe
OJI®PEKC

MexayHapoaHoe HemaTeHTOBAHHOE HA3BaHHe
Omnag3anule

JlekapcrBeHHas ¢opma, 103MpOBKa
TabneTku, MOKPHITHIE TUICHOYHOU 000J109KOM, 5 MT, 10 MT

dapmakoTepaneBTHYECKAs IPynna
HepBhuas cucrema. [lcuxonentuku. AHTUTICUXOTUKHU. JIMOEH30/IMa3enHbI U UX

npou3BoaHbIe. OJIaH3aMuH.
Kon ATX NO5SAHO3

IHoxkazaHus K NPUMEHECHUIO

OJI®PEKC npennazHaudeH Jjis JieyeHus: 30 pEHUN.

OJIOPEKC »sddexktBeH B MNOAAECPN AHUU KIMHUYECKOTO YIYUIIEHUS IIpH
JUIATEIIBHOM JICYCHUH y MAILMEHTOB C UCXOJHOW MOJIOKUTEIBHON pEeaKLUENd Ha
npermnapar.

OJI®PEKC Ha3zHauaeTcst sl JIEUYEHUSI YMEPEHHBIX U TSAKEIbIX MaHUAKAJIbHBIX
AIU30/10B.

Y nanueHToB ¢ MaHWAKaJIbHBIMHM JIHW30[aMH, OTBETHUBIIMX Ha JICYCHUE
onanzanuHoM, OJIOPEKC mpumensiercs s npodUIAKTUKH PEIUIMBOB
OUMOJISIPHOTO PACCTPOUCTRA.

IlepeuyeHb cBegeHUI, HEOOXOAMMBIX /10 HAYAJIA IPUMEHEHMS

Ilpomueonoxkazanusn

— TUIEPUYYBCTBUTEIHHOCTD K OJIAH3ANIUHY WJIH K JIFOOOMY M3 BCIIOMOTATEIbHBIX
BCILICCTB

— 3aKpBITOYTOJIbHAS IIIayKoMa

(beHuIKeTOHypusl

— TIEpUOJ, KOPMIICHUE TPYAbIO



— JIETCKHMI U MOAPOCTKOBBIN BO3pacT 10 18 et
Heooxooumbie mepvt npedocmoporicHocmu npu nPpUMeHeHuu

Bo Bpemss Tepanmuu aHTUICHUXOTHUYECKHMMHU Mpenaparamu  JIOCTHKEHHUE
YIAYUIIECHUS KJIMHUYECKOTO COCTOSHHS MAlMEHTA MOYKET 3aHSITh OT HECKOJIBKUX
JHEH 10 HECKOJbKUX Henelb. B 3TOT mnepuojl HEOoOXOIMMO TIIATEIbHO
HAO0JII0AaTh 33 COCTOSIHUEM IMallUEHTOB.

Ilogedenueckue paccmpoiicmea u/unu ncuxo3wvl, C65A3aHHvle ¢ 0eMeHyuel
OJIOPEKC He pexkomeHayeTcs Uil NPUMEHEHHS Yy MAIMEHTOB C IICUXO030M,
CBSA3aHHBIM C JEMEHIMEH W/WIM C HapyLUICHUSMH IOBEJCHUS, B CBS3U C
YBEJIMYEHUEM YacTOThl CMEPTHOCTH M PHUCKA PA3BUTHUA 1I€peOPOBACKYIISIPHBIX
HapylieHU! (Hampumep, HWHCYJIbT, TPAH3UTOpHAs HIIEMUYECKasl aTaka).
VYBennueHne CMEPTHOCTHM HE CBA3AHO C  JO30M  OJaH3aluMHA  WIH
IIPOJIOJDKUTEIBHOCTBIO JIeueHUsA. PakTOpaMu PUCKA, KOTOPbIE MOTYT IPUBECTH
K YBEJIMYEHUIO CMEPTHOCTH MAlMEHTOB, Npu Tepanuu npenapatom OJIOPEKC
ABJIAIOTCS BO3pacT crapmie 65 ner, aucdarus, cenauus, HEAOETaHuE,
00€3BOKMBaHUE, HAJIMYUE MATOJIOTHMHU JIETKUX (MHEBMOHHUS ¢/0€3 acrupaliiu)
WIM OJHOBPEMEHHOE IpPUMEHEHUE OEH30/IMa3eNuHOB, a (pakTopamMHu pHUCKa
Pa3BUTHS LIEpEOPOBACKYIIAPHBIX MOOOYHBIX PEAKITUH SBIISIOTCS BO3PACT CTapIIe
75 5et, coCyIUCTast IEMEHLMS WU JEMEHLNS CMEILIAHHOIO TUIIA.

bonesnw [lapxuncona

OJI®PEKC He pexomeHayercs i JICUCHHs] IICMX03a TMpu OOJE3HU
[lapkuHCOHA,  BBI3BAHHOTO  NPUMEHEHHUEM  aroHUCTOB  J0(GaMHUHOBBIX
pPEUENnTOPOB, B CBSI3U C TEM, UTO MOTYT YCUJIUTBCS CUMIITOMBI ITADKUHCOHU3MA U
TaJUTIOLMHALIAH.

3noxauecmeennuvlil Hetiporenmuyeckuti cunopom (3HC)

[Ipn npumenenun moObIX HelpoaenTukoB, Bkitoudas OJIOPEKC, Bo3MoxHO
pazsutue 3HC, kmuHUYECKUE NPOSIBICHHUSI KOTOPOTO BKIIFOYAIOT 3HAYUTEIILHOE
MOBBIIICHUE TEMIEPATyphl Tejla, PUTHAHOCTH MYCKYJIaTypbl, W3MECHEHUE
MCUXWYECKOTO  CTaTyca W  BEreTaTUBHbIE  HapylleHus  (Taxukapaus,
HECTAOWJIbHBIA MYJbC WM apTEpUAIbHOE JaBJIEHUE, CEpACYHas apuTMMS,
MOBBINICHHOE MOTOOT/ACNCHHE). J[ONMOMHUTEIbHBIE TPU3HAKK MOTYT BKJIIOYAThH

YBEIUYCHHE KOHIIEHTpAIuu CBIBOPOTOYHOM kpeatuHdochokHazkbI,
MUOTJIOOMHYPHUIO  (CHUMIITOM  pabJoMUOM3a) W OCTPYI0  MOYEHHYIO
HEJI0OCTaTOYHOCTb. Knuanueckue MIPOSIBIICHUS 3JI0Ka4€CTBEHHOTO

HEUPOJIENTUYECKOTO CUHIPOMA WJIM 3HAYUTEIBLHOE IOBBIIICHHE TEMIIEPATYPHI
Terna 0Oe3 JpYruX CHUMIITOMOB JaHHOTO CHHIpPOMa TpeOyIOT OTMEHBI BCEX
HelposenTukos, Bkitouass OJIOPEKC.

T'unepenuxemus u caxapuulil ouabem

I[Ipu npumenenun npenapata OJIOPEKC wuHorma MOXKET pa3BUTHCS
TUIIEPTIIMKEMUsI, CaxapHbI auabeT, 00OCTpEeHHE paHee CYIIECTBOBABIIETO
nradeTa, TMaOETUYECKUI KEToalMa03 M JHa0eTUUecKass KoMa, B TOM YMCIIE C
JeTanbHbIM ucxoaoM. IlpenpacnonararonuMm (akTopoM [JIsi pPa3BUTHS ATUX
000YHBIX IP(HEKTOB MOXKET OBITh YBEIMYCHUE MACCHI TEJa MAIMEHTA.
[Taniuentam, mosmyyaromuM Jt00bie HeWposienTuku, B ToM uucie OJIOPEKC,
PEKOMEHIOBAHO TIATEIHHOE HAOIIOJCHUE HAa MPEIMET BHISBIICHUS TPU3HAKOB U



CUMIITOMOB TUIEPTIUKEMHUH (TaKUX KaK MOJUIUICUS, TOIUypus, nonudarus u
c1abocTh), a TMAlMeHTaM C CaXxapHbIM JAHa0eTOM WM C (aKToOpaMu pHUCKa
pPa3BUTHS CaxapHOTO JAuadeTa TMOKa3aH pEryJsIPHbIA MOHUTOPUHT YPOBHS
[JIIOKO3bl C LEJIbIO BBISIBICHUS NPU3HAKOB yxyAuleHus. [lanueHToB ciexyer
pEryJsipHO B3BELIMBATh, HAIIPUMED, O Hayaja JedyeHus, yepe3 4, 8 u 12 Henenb
nocJye Havana seuenus npenapatom OJIOPEKC u 3aTeM exxekBapTalbHO.
H3menenue konyenmpayuu iunuoos

W3MeHeHNs KOHLIEHTPAIMU JTUIIMI0B B TUIa3M€E KPOBU IPU JICYEHUN TIPENapaToM
OJI®PEKC Heo0X0auMO KOHTPOJIUPOBATH y MAIMEHTOB C JUCIUIIUIESMHUCH U Y
NAlMEHTOB ¢ (paKTOpamMH pPHUCKa Pa3BUTHSl HapylleHUs oOMeHa JuNuaoB. B
COOTBETCTBUM C MHCTPYKIMEH MO MPUMEHEHUIO HEHUPOJICNITUKOB, HEOOXOAUMO
PEeryJsipHO KOHTPOJIMPOBAThH JIMIHJBI Y TMAlMEHTOB, MPUHUMAIOUIUX JIIOObIE
aHTUIICUXOTUYecKue cpenctBa, B ToM uncie OJIOPEKC, nanpumep, 1o Havyana
JedyeHus, yepes 12 Hepens nociie Havasna JeYeHUs U Jajee KaKable S JIET.
AHmuxonunepaudeckas akmueHOCmb

Tepanusa npenaparom OJIOPEKC wMoxeT conpoBOXAaThCAd MOOOUYHBIMU
peaKIusIMH, CBSI3aHHBIMU C TPOSIBICHUEM aHTUXOJUHEprudyeckoro sddekra,
MMO3TOMY PEKOMEHIYETCS TMPOSBIATH OCTOPOXHOCTH MPU MNPUMEHEHUH
npernapata  OJIOGPEKC y  npanMeHTOB € KJIMHUYECKH  3HAYMMOU
T0O0pOKavYeCTBEHHOU runeptpodueit mpeacTaTeIbHOM Kee3bl, MapaaTuTHIeCKOM
HEMPOXOJUMOCThIO KHUIIEYHUKA, 3aKPBITOYTOJbHOW TJayKOMOW W JPYTUMH
MOI0OHBIMH COCTOSIHUSIMHU.

Hapywenus ¢pynxyuu nevenu

Tpan3zuTopHoe OECCUMNTOMHOE TOBBIINICHHE AKTUBHOCTU  TMEYEHOYHBIX
tpancamuHas (ACT u AJIT) naubosiee 4acTo oTMeuUaaoCch B Hayaje JICYCHUS.
Cnenyer coOm0aTh OCTOPOKHOCTh y TAIMEHTOB C HCXOJHO TIOBBIIICHHON
aktuBHOCThIO  AJIT  wwm ACT, y mnanmueHToB ¢  MEYCHOYHOMU
HEJIOCTATOYHOCTHIO, OTPAHUYCHHBIM (DYHKIITMOHATBHBIM PE3EPBOM MEUCHU U Y
MAIMEHTOB, MOJYYalOUIMX JICYEHUE MOTECHUHUAIBHO TE€NaTOTOKCUYHBIMU
npenapatamu. B ciydae  pa3BuTus  rematuta (B TOM  YHCIE
renaToleUTIOJISIPHOTO,  XOJIECTATUYECKOTO WM CMENIAaHHOW  3THUOJIOTHH)
neuyenue npenaparoM OJIOPEKC cnexyer npekpaTtuts.

Hetimponenus

Crnenyer MposiBIATH OCTOPOKHOCTH Npu HaszHaueHuu npenapata OJIOPEKC
MalMeHTaM C HU3KUM YPOBHEM JICHKOIIMTOB W/WJIM HEUTPO(DUIOB, BHI3BAHHBIM
TOOBIMH  TIPUYMHAMH, TAIlMEHTaM, TOJYYalolluM Mpernaparbl, J0CTOBEPHO
BBI3BIBAIOIINE HEUTPONEHUIO, TMAlMeHTaM C HAJIWYUEM B  aHaMHE3e
YTHETCHHSI/TOKCUYECKOTO  HapylieHuss (GyHKIUA KOCTHOTO MO3ra  TOJ
BO3JICHCTBHEM JIEKAPCTBEHHBIX CPEJCTB, MAIMEHTaM C yTHETEHHEeM (YHKIIUH
KOCTHOTO MO3ra, O0YCJIOBJIEHHOTO COIYTCTBYIOLIMM 3a00JIEBAaHUEM, JIyYEBOM
Tepanuedl WM XUMHUOTEpanveld, M NalUeHTaM C TUIEePIO3UHOPUINEH WM
MuenonpoudepaTiBHbIMUA 3a00JieBaHUsIMUA. HelTporeHus: yacto pa3BuBajiach
Ha (poHE coueTaHusi MPUMEHEHHUS OJIaH3allMHA U BaJIbIIpoara.

Cunopom ommenvl



IIpu pe3kom mnpekpamennun npuema npenapara OJIOPEKC B oTaenbHbIX
Clly4asix ~ MOXET Pa3BUThCS  COCTOSIHUE,  CONPOBOXAAIOLIEECS  OCTPO
BO3HUKIIUMHU CHMIITOMaMH: TOBBIIIEHHAS MOTJIMBOCTh, OECCOHHHUIIA, TPEMOP,
0€CIOKOWCTBO, TOIIHOTA WA PBOTA.

Unmepesan QT

YV mnanumenroB, npunumaromux OJIOPEKC, uHorma wmoxkeT HaOmOaaTHCS
KJIIMHAYECKH 3HAauyuMoe yiuiMHeHue wuHTepBana QTc ¢ He3HaunuTeabHOU
pa3HULIEd B CONMYTCTBYIOIIMX SBJIEHUSAX CO CTOPOHBI CEPACYHO-COCYIUCTOU
cucteMbl. OJTHAKO, KaK U IIPU IIPUEME IPYTUX aHTUIICUXOTHYECKUX MTPENAPATOB,
ClelyeT COOJIIOaTh OCTOPOKHOCTh TMPU  OJHOBPEMEHHOM IMPUMEHEHUU
OJI®PEKC c nekapCTBEHHBbIMH IpenapaTaMu, yaauHsromuMua uHTepBan QT,
OCOOEHHO B MOXKUJIOM BO3pacTe, y MAalMEHTOB C BPOXKJIECHHBIM CHHIPOMOM
yaJIMHEeHHoro uHrepBana QT, mpu 3acTOMHOM CepAeYHOW HEIOCTaTOYHOCTH,
runepTpopuu MHUOKapaa, TUMOKAJTUEMUM WIM TUNoMarHuemMuud. Bo Bpems
JICYCHHS] OJIAH3AMMHOM  CIEAYET MPOBOJUTH MEPUOJUYECKHN KOHTPOJb
AIEKTPOKAPIMOTPAMMBI.

Tpombosmbonus

YauteiBas, 4yTo 71 MAMEHTOB C MM30(PPEHUEN OOBIYHO XapaKTEPHO HaIM4Yue
NpUOOPETEHHBIX (PAKTOPOB PHUCKA PA3BUTHUSI BEHO3HOW TpOMO03IMOOIHH,
HEOOXOAMMO HUAEHTU(PUUIUPOBATh BCEBO3MOXHBIE (DAKTOPHI pHUCKAa BEHO3HOM
TPpOMOOSMOONMHM, K YHCIYy KOTOPBIX MOXET OTHOCUTBCS, HaIpHUMep,
UMMOOMIIM3AIUS TTAIMEHTOB, ¥ MPUHATHE MPEBEHTUBHBIX MED.

Brusanue na yenmpanonyto nepsuyio cucmemy (LHHC)

VYuuteiBas xapakrep aerictBus npenapara Ha [ITHC, ciemxyer ¢ 0oCTOpOAKHOCTBIO
npumeHsaTe OJIOPEKC B koMOuHanumu ¢ JApyruMH  JIEKQpPCTBEHHBIMH
npenapaTamMi LEHTPAIBHOTO JEHCTBUSL M alIKOTOJIEM, TaK Kak OJIaH3aIlluH
MPOSIBJISIET AHTAarOHW3M B OTHOIIEHUM JO(PAMUHOBBIX PELENTOPOB M MOMXKET
MOAABIISATH IEUCTBUE MPSMBIX U HEMPSIMBIX arOHUCTOB J0(amMuHa.

CyoopooicHbie npunaoku/npucmynsl

OJI®OPEKC cnemyer ¢ OCTOPOXKHOCTBKO IPUMEHATH Y IIAIIUEHTOB C
OpUnajKkaMu/pucTynaMd B~ aHaMHe3e  wid  (akTopaMu  pHUCKa,
CIIOCOOCTBYIOLIMMHU CHMXKEHHIO TOpOra CyJOpOKHOW AaKTUBHOCTH, TaK Kak
MOTYT BO3HUKHYTb MNPUNAIKU/TPUCTYNBl Yy TANUEHTOB, MNPUHUMABIINX
OJIaH3aIlHH.

Ilo30ns5 ouckunesus

Puck pa3BUTHS TO3IHEN JUCKUHE3UM YBEIWYMBACTCA TMPU JAJIUTEIHHOM
npuMenenuu npenapara OJIOPEKC. I[Toatomy npu nosBiI€HUU NPU3HAKOB WIH
CUMITOMOB TIO3[IHEH JUCKWHE3UH HEOOXOIMMO pPacCMOTPETh BOMPOC O
CHM)KEHMH J103bI MpernapaTta Win ero orMeHe. CUMOTOMBI NO3AHEN TUCKUHE3NN
MOTYT BPEMEHHO YCHJIMTBCS WM MPOSIBUTHCA JIaXKe TOCe OTMEHbI ITpenapara.
Ilocmypanvhas cunomensusi

VY mNauuMeHToB MOXKHWIOIO BO3pacTa HMMEETCS PUCK PA3BUTUU MOCTYpaIbHOU
runoTeH3u. Kak u B cilydyae MNPUMEHEHUS JPYTUX aHTUIICUXOTHYECKHUX
penaparoB, pPEKOMEHJYETCs MEePUOJUYECKHM KOHTPOJb apTEepPHAIBHOIO
JIaBJICHUS Y MAIMEHTOB cTapiie 65 JeT.



Buezanunas cepoeunas cmepmo (BCC)

HNmerorcs  cimydan BHE3allHOM CEPAEYHOM CMEPTH Cpeau NALMEHTOB,
IIPUHAMABIIMX OJIAH3alMH. PUCK npeamosiaraeMol BHE3allHOM CEpACHYHOU
CMEPTH Yy MALMEHTOB, MOJYYaBIIMX OJIAH3AIIMH, IPUMEPHO B JIBa pa3a BHILIE
TaKOBOH y MAIIUEHTOB, HE MPUHUMABIINX HEHPOJICTITUKHU.

B3aumooeiicmeus ¢ Opyzumu nexkapcmeeHHbIMU npenapamamu
HccnenoBanus JIEKapCTBEHHBIX B3aUMOJCUCTBHM MPOBOJWINCH TOJBKO CpEIU
B3pPOCIIBIX.

llomenyuanvHule nexapcmeeHtble 83aUMOOetiCMBUsl, BIUsIOWUe HA OJIAH3ANUH
[Tockonbky omanzanun metadomusupyercsa depmentom CYPIA2, Bemiectsa,
KOTOpbIE MOTYT, B YaCTHOCTH, WHIYIHUPOBATh WM HHTUOMPOBATH JaHHBIN
n30(epMeHT, MOTYT BIMATH Ha (hapMaKOKMHETUUECKHE MMapaMeTphl OJIaH3aIHa.
HUnoyxmopwvr CYPIA2

MeTaboau3M 0J1aH3alIMHA MOKET YCUIIMBATHCS Y KYPSAILIUX MAalUEHTOB WIHA IIPH
OJTHOBPEMEHHOM IMpueMe KapOaMa3enuHa, YTO MOKET NPHUBECTH K CHUKEHUIO
KOHLIEHTpAalMy OJIaH3allMHa B KpoBU. Habmroaanock nuiis HE3HAYUTEIbHOE UIH
YMEPEHHOE TMOBBILIEHUE KIMpPEHCa oOjaH3anuHa. KiMHW4Yeckue MociencTBus,
BEpPOSITHO, OyAyT OIpaHMYEHBbl, OJHAKO PEKOMEHAYETCA KIMHUYECKOE
HaOJII0IeHNE, T. K. HEKOTOPbIE CiTy4yau TPeOyIOT MOBBILLIEHUS JO3bI Ipenapara.
HUneubumopwvr CYPI1A2

®dnyBokcamud — crneuuduueckuit uHruoutop CYPIA2 — 3HauMTEnbHO
yXyamaer meradonusMm ojan3zanuHa. CpenHee NoBbIMIEHUE Cpax OJIAH3aMUHA
nocyie npuema (IyBOKCaMUHA y HEKYpSIIUX SKCHIIMH cocTaBuiio 54%, a y
Kypamux MyxuuH — 77%. Cpeanee yBenumuenue AUC onaH3anuHa y 3THX
KaTeropui MalMeHTOB COCTABHIIO COOTBETCTBEHHO 52% u 108%. ¥V mauueHToB,
npuHUMaromuX (IyBoKcaMUH wWid Jiiobor npyroit muruourop CYPI1A2
(Hampumep, UMNpodOKCcalMH), TEpalnui OJAH3alIMHOM PEKOMEHIYETCs
HAaYMHATh C MEHBIIMX J03. YMEHBUIEHUE J03bl OJIaH3allMHA TaKXKEe MOXKET
noTpedoBaThCs B ciaydyae qo0aBiieHus K Tepanuu nuaruontopo CYP1A2.
CHuoicenue 6uoo0ocmynHocmu

AKTUBUPOBAHHBIA  YroJib CHM)KaeT OWOAOCTYINHOCTh OJIaH3allMHA IpH
nepopasibHOM npueme Ha 50—60%, modToMy €ro ciaeayeT NpUHUMaTh HE MEHEE
YyeM 3a 2 4 JI0 WK TIocJie TpUeMa OJIaH3alMHa.

®nyokcernn (uarubutop CYP 2D6), omHokpaTtHas j03a MarHuii- WIH
ATIOMUHUN  COAEpXKAIMX AHTAUUMIOB WM LHUMETUIUH HE OKa3bIBAIOT
3HAYUTEIHLHOTO BIUSHUS HA (PapMaKOKMHETHKY OJIaH3aIliHa.

Ilomenyuanvnas cnocobHocmb 0IAH3ANUHA 6IUAMb HA Opy2ue JIeKapCmeeHHble
cpeocmaa.

OnaH3anmuH MOXET OciabiATh JCHCTBUE MPSMBIX W HEMPSMBIX AroHHCTOB
10(paMUHOBBIX PELENTOPOB.

Onan3anuH He UHruOoupyeT ocHOBHbBIE H30(pepmenTsl CYP450 (nanpumep, 1A2,
2D6, 2C9, 2C19, 3A4). CnenoBateiibHO, BOSHUKHOBEHHE KaKUX-THOO OCOOBIX
B3aMMOJICUCTBUI MaJOBEPOSITHO, O YEM CBMJIETEIBCTBYIOT JJAHHBIE, B KOTOPBIX
OBLJIO YCTaHOBJIEHO, YTO OJaH3allMH HE TOJIAaBJIIET METa0O0JU3M CIEIYIOIMINX
AKTUBHBIX CYOCTaHIMI: TPULUKINYECKUE aHTUIETPECCAHThI (MPEICTaBISAIOIINE



npeuMyIecTBeHHO MeTtabonuueckuit nmyte CYP2D6), Bapdapun (CYP2C9),
teopuumH (CYP1A2) umm nuazenam (CYP3A4 u 2C19).

He BbISABIEHO B3aWMOJEHCTBUSA MPHU OJHOBPEMEHHOM MPUMEHEHUU C JINTHEM
WIH OUTIEPUIICHOM.

TepaneBTHUECKN MOHUTOPUHI COJEPKAHMS BAJBIIPOCBOM KHUCIIOTHI B IUIa3ME
MOKa3aJl, YTO MPU OAHOBPEMEHHOM HAa3HAYEHHH C OJIAH3AIIMHOM U3MEHEHUN J103
BaJILIIPOEBOM KUCIJIOTHI HE TPEOYETCH.

Obwasn akmusrnocms 6 omuowenuu [{HC

CrenyeT mOposABIATH OCTOPOKHOCTh IPU IPUMEHEHUM Mpenapara y JIWI,
yHOOTPEOJISIIONIMX  AJIKOTOIb W MNPUHUMAIONIMX JIEKAPCTBEHHBIE Ipenaparsl,
KOTOpbIe MOTYT BbI3BaTh yrHeTeHue [{HC.

OnaH3anuMH HE PEKOMEHIOBAaH MJi1 OJHOBPEMEHHOIO TPHUMEHEHHUS C
AHTUIAPKUHCOHUYECKUMHU JIEKApPCTBEHHBIMH CPEACTBAMH Y  OOJIBHBIX C
0osie3Hbto [lapkuHCOHA U IeMEHITUEH.

HUnmepsan QTc

Cnengyer coOM0aTh OCTOPOXKHOCTh MPU NPUMEHEHUM OJaH3alhHA C
JIEKapCTBEHHBIMU CPEICTBaMHU, YUTHHIoIMMU nHTEpBan QTc.

CneyuanvHbie npedynpexcoeHus

Jlemu

OnaH3anuH MPOTUBONOKA3aH K MPUMEHEHHUIO Y IETEW U MOJPOCTKOB 110 18 jer.
bepemennocmo u nepuoo nakmayuu

B cBsa3u ¢ HemocratounsiM onbiToM npumeHeHuss OJIOPEKC Bo Bpewms
OEpeMEHHOCTH U OTCYTCTBHEM HAJUIKAUIMX KIMHUYECKUX HCCIIEeI0BaHUM,
npemnapar cielyeT Ha3HadaTb BO BpeMsi OEpEMEHHOCTH TOJIBKO B TOM Cllyyae,
€CIM TMOTEHUHUaJbHas IM0Jb3a JUISl NANUEHTKH 3HAYUTENIBHO IIPEBBIIIAET
NOTEHUUATBHBINA PUCK IS 1104a. [TanueHTs! 1o KHBI ObITh MPEyIPEkKICHbI O
HEOOXOJAMMOCTH YBEJOMJICHMS JIEYallero Bpaya O HACTYIUICHUM WIH
IJIAaHUPOBAHUM OepeMEHHOCTH B nepuo JedeHus npenaparom OJIOPEKC.

B cnydae Bo3zaeiicTBus anTuncuxornyeckux npenaparos (Bkiaovas OJIOPEKC)
B TPEThEM TpPUMECTpPE OEpPEeMEHHOCTH, HOBOPOXKIEHHBIE MOJIBEPraloTCi PUCKY
pa3BUTHS TOOOYHBIX PEAKIUH, CIIEJOBATENbHO, HOBOPOXKIACHHBIE JOJIKHBI
HAXOJUThCA MO TIIATEIbHBIM HAOIIOJEHUEM Bpaya.

BbIsIBIIEHO, UYTO OJaH3alWH BBIJACISETCS C TPYIHBIM MOJOKOoM. CpenHss
JO3UPOBKA, TojyyaeMass peOEHKOM TMpu  JOCTHKEHHMM  PaBHOBECHOM
KOHIICHTpAIIMKM y MarepH, cocTaBisuia 1.8% oOT 1103bl OJlaH3anvHa y MaTepu
(mr/kr). He pekoMenayeTcsi KopMmiieHHE TPYIbI0 BO BpeMs TEpaINuu MpenapaTom
OJI®PEKC.

Ocobennocmu  GuUAHUA ~ HNpenapama  HA ~ CHOCOOHOCMb — YNPAGIAmb
MPAHCNOPMHBIM CPEOCMBOM ULU HOMEHYUANbHO ONACHBIMU MEXAHUSMAMU.
[Tanmentam, npuauMarouuM OJIOPEKC, cnemyer mposiBIATH OCTOPOKHOCTH
Opy  YIOpaBiIC€HUHM MEXAHMYECKUMHU CpEJICTBAMM, BKJIIOYash aBTOMOOWIIb,
MOCKOJIbKY ~JIEKAPCTBEHHBIM MpernapaT MOKET BbI3bIBATh COHJUBOCTH H
TOJIOBOKPYKEHHUE.

PeKOMeH)IaIII/II/I Mo NMPUMEHCHHUIO



Pexum no3upoBanus

OJIOPEKC MOXHO IpUHUMATh BHE 3aBUCUMOCTH OT MPUEMA MHILH, TOCKOJIBKY
IPUEM MHIIU HE BIHSIET HA BCACBIBAEMOCTH Ipemnapara. B ciyuae npekpaiieHus
npuema OJIOPEKC, no3npoBKy npenapara cieayeT CHUXKaTh OCTEIEHHO.
B3pocnvie

uzoghpenus: pexomeHayeMas HadaiabHas 103a coctaBisier 10 mr/cyT.
Manuaxanvuolii 5nu300:; HadallbHAs 103a COCTABISAET 15 Mr OMH pa3 B CYTKU B
pexume MoHoTepanuu uiad 10 Mr B CyTKH B peXuMe KOMOWHHMPOBAHHOM
TEparum.

lIpogunakmuxka peyuoueos OunonspHoc0 paccmpolicmea: PEKOMEHIyeMas
HayajapHasg pgo3a cocraBiaser 10 mr B cytku. [lammenTtam, noly4aromum
OJI®OPEKC pns nedeHus MaHHUAKAJIbHBIX JIM30J/I0B, IS TPOPUIAKTHKU
pEeUMINBOB TMpernapaT Ha3HadaeTcss B TOW K€ J03upoBke. B  ciyuae
BO3HUKHOBEHHS HOBOT'O MAaHUAKAJIBHOTO, CMEIIAHHOIO WM JEIPECCHUBHOIO
AMK30/1a, CleayeT mpojaomkaTh Tepanuio mnpenapatom OJIOPEKC (o
HEOOXOJMMOCTH MOKHO  ONTUMH3UPOBATH  J103y), JOIOJHUB JICUCHUE
BCIIOMOTATEJIbHON TEpaIvel, HALCJICHHOM Ha KOPPEKLUUIO 3MOIMOHAIBHBIX
HapyIlIeHU!, IPU HATMYUU KIMHAYECKUX MOKa3aHUU.

[Ipu Tepanuu mu30ppeHNH, MAHUAKAIBHOTO 3MHU30Ja WU NPOPUIAKTHKE
PELUIMBOB OUIMOJISIPHOTO PAaCCTPOMCTBA CyTOYHAs Ji03a Mpernapara MOXKET
BIIOCJIEJICTBUM KOPPEKTUPOBATHCS B 3aBUCUMOCTH OT KIIMHHUYECKOTO COCTOSTHUSA
nalyeHTa B npejenax auanazonHa ot 5 qo 20 mr/cytku. IlepeBon manueHnTta Ha
JIO3UPOBKY, IIPEBBILIAIOIIYI0 PEKOMEHAYEMYIO HAaudaJIbHYI0 03y, BO3MOXKHO
TOJIBKO TIOCNIE TIOBTOPHOM HaJJIeKalleld KIMHUYECKOW OICHKU U OOBIYHO
OCYILIECTBIISIETCS C UHTEPBAJIOM HE MeHee 24 4.

Iayuenmvi ¢ noueunol u/unu neyeHouYHo HedoCMamoYHOCHbIO

DTOM KaTeropuu MayeHToB Mpenapar Ha3HayaeTcs B O0ojee HU3KOM CTapTOBOM
no3upoBke (5 Mr). B ciywasx ymepeHHON NEYEHOUYHOW HEIOCTATOYHOCTH
(muppo3 nedyenu kinacca A win B no knaccudukanun Yaina-I1pt0) HauanbHas
71032 TOJKHA COCTABJIATh S5 MT, 4 YBEJIIMUHUBATh JO3Y CIEAYET C OCTOPOKHOCTHIO.
Kypunvwuxu

KypeHnue, kak mpaBuiio, He BJIMSET Ha BEIOOP CTAPTOBOM JIO3UPOBKHU U JHANA30H
npuMeHsieMbIX 103. OJHAaKO KypeHHE MOXKET HWHIYIMPOBaTh METa00Iu3M
oJlaH3anuHa. PexkoMeHayeTcs MNpOBOAUTh KIWHUYECKUA MOHUTOPUHT H, B
ciydae HeoOxomumocTH, no3upoBka mnpenapara OJIOPEKC wmoxer ObITH
yYBEJIMYEHA. YBEIMYEHUE JO03bl y TAaKUX MAIUEHTOB JOJDKHO MPOBOIUTHCS C
OCTOPOXKHOCTBIO.

Crnenyer yMEHBIINTh HAYaIbHYIO J03Y MPH HaIW4duu Oosee omgHoro Qaxropa,
KOTOPBIN MOXET MPUBECTU K 3aMEJIJICHUIO MeTab0IM3Ma (SKCHIITUHBI, TTOKUIIBIC,
HeKypsmue manueHTsl). Eciu TakuM maluMeHTaM TMOKa3aHO IOBBIIICHUE
JIO3UPOBKHU, HEOOXOIUMO MOJIXOIUTh K 3TOMY C OCTOPOKHOCTHIO.

Jlemu

OJI®PEKC He pekOMEHI0BaH K NMPUMEHECHUIO y AETEW U MOAPOCTKOB MJIAJIIIIE
18 ner BBUAY OTCYTCTBHS JaHHBIX MO 0€30macHOCTH W A()PEKTUBHOCTH.
OtMmeyanuch citydan 0osiee 3HAYUTENbHOIO U3MEHEHUS JTUIMUIHOTO Npoduis u



YPOBHSI TpOJIAKTHMHA, a Takke OoJjiee BBIPAKEHHOTO Habopa Beca, 4YeM Yy
B3POCJIBIX MAI[UEHTOB.

Mepuol, Komopbvle HeodX00UMO RPUHAMD 6 Clyyae nepedo3uposKu

Ipusnaxu u cumnmomol

Haubomee pacmpoctpaneHHbIMH  cuMmnTomMamMu  (dactrota >10%) mpm
NepeI03UPOBKE OJIaH3aMMHa OBbLIM TaxUKapAus, BO30YyKJEeHHE/arpeCCUBHOCTD,
JU3apTpUsi, pa3IMYHbIE OSKCTpAaNMpPaMUIHBIE PACCTPOMCTBA U HAPYIICHHUS
CO3HAHUS PA3HOM CTEMEHU TSKECTH (OT celaTuBHOro »p@dexra 10 KOMbI), a
TaKxe Open, CyA0poru, KoMa, 3J0Ka4eCTBEHHBIM HEUPOJIENITHYECKUI CHHIPOM,
yTHETEHUE JIbIXaHusl, acTupalys, apTepuaibHas TUIePTEH3Us WIA TUIIOTEH3US,
aputMun cepaua (<2% ciyyaeB MepeO3UPOBKU) M OCTAaHOBKA cepjla u
JIBIXAHU.

Meouyunckas nomowb npu nepeodo3uposKe

Cnemuduueckoro aHTUIOTa JJIsl  OJlaH3allMHa He  cymlecTtByeTr. He
PEKOMEHYeTCsl MPOBOLIMPOBAHUE PBOTHL. MOXKHO MPOBOJUTH CTaHAAPTHHIE
opoueaypsl NHpU  TEpeJo3UpOBKE  (MPOMBIBAHHME  JKENyJKa, BBEJICHHUE
aKTUBUPOBAHHOTO yriisi). COBMECTHOE Ha3HAYCHHE AaKTUBHUPOBAHHOIO YIS
N0Ka3aJ0 CHI)KEHHE OMOJOCTYMHOCTH OJlaH3allMHa MpU IpueMe BHYTpb 10 50-
60%.

[loka3aHO CHMITOMAaTHYECKOE JIEYEHHE B COOTBETCTBUM C KIMHUYECKUM
COCTOSIHUEM M KOHTPOJIb HaJad (QYHKIUSMU >KU3HEHHO BaXKHBIX OPraHoOB,
BKJIIOYAsl JICYEHUE apTEPHAIbHOM TUIIOTOHHH, LUUPKYJISTOPHOTO KOJIIanca H
nojaJiep>)KaHue  AbIXaTeNnbHOW (QyHKUMU. Henp3ss mnpuMeHsATh aapeHanuH,
nopaMuH WM JpYyrd€  CUMIIATOMUMETHKH €  OeTa-arOHUCTUYECKOMN
aKTUBHOCTBIO, TaK KaK CTUMYJSiLUg  OeTa-aJpeHOPEelenTOPOB  MOXKET
yCyryoJaTh  apTepualibHyt0  rumnotoHutro.  HeoOxomumo — mpoBeaeHHe
MOHUTOPHUHIA CEPJIEYHO-COCYIUCTON CUCTEMBI C IIEJIbIO BBISIBIIEHUS BO3MOKHBIX
aputMuil. ToiatenbHOE€ MEAUIIMHCKOE HAOMIOJIEHWE W MOHUTOPHHI JOJKHBI
IPOAOKATHCA IO BBI3JJOPOBIICHUS MAI[UEHTA.

Onucanue HeKeJNaTeJbHbIX peakIUil, KOTOPble MNPOSABJISIIOTCA MPHU
crangapTHoM npumeHennu JII1 u mepwbl, KoTopbIe cileayeT NPUHATH B 3TOM
ciaydae

Hanbomee dacThIMH  HEXKENATEIbHBIMH  PEaKIHUSIMH TPH  MPUMCHCHHUH
oJlaH3amMHa  OBUIM COHJIMBOCTh, HAOOp Beca, S03WHOMWINSA, TOBBIIICHUC
YPOBHEH IMPOJIAKTHHA, XOJIECTEPHHA, TIIOKO3bI U TPUTIHUIICPUIOB, TIIFOKO3YPHS,
MOBBIIICHUE  aNIeTUTa, TOJIOBOKPY)KCHHWE,  aKaTWU3MWs, IapKUHCOHHU3M,
JICHKOTICHUsI, HEWUTPOINICHMS, JUCKUHE3Ws, OPTOCTaTHYeCKas THUIOTCH3MS,
aHTUXOJIMHEepruueckue >(PpdekTri, mpexopsiiee O0eCCUMITOMHOE TMOBBIIICHUE
aKTUBHOCTH TICYCHOYHBIX aMHUHOTpaHC(epa3, ChIIlb, ACTEHHUS, IOBBIIICHUC
TEeMIIepaTyphl, apTPAITHs, IOBHIIIICHUE YPOBHEH 1eI0uHO0M (ocdaTaspl, ramma-
riyTaMuiITpancdepaspl, MOYEBOW KUCIOTHI U KpeaTHH(OCHOKUHAZKI, a TaKXKe
OTEKH.

QOuenb uacmo

- yBEJMYEHHE Beca'



- IIOBBIIIEHUE YPOBHS IIPOJAKTHHA B IIa3Me’

- OPTOCTATHYECKAs TUMOTEH3Hs

- COHJIMBOCTD

Yacmo

- 503uHO( UM, JEAKOIIEHUs, HeiTponeHuo '

- YBEJIMYEHUE YPOBHEN XOJIECTEPUHA™>, IIIFOKO3bI", TPUIIIHIIEPUI0B>

- TIIIOKO3YpUst

- TIOBBILIEHHBIN AIIIETHT, TOJIOBOKPYKEHUE

- akaTH3Us®

- TaPKUHCOHM3M®

- TUCKUHE3US®

- TPAH3UTOPHOE ACUMITOMATUYECKOE TIOBBIIIEHHUE TIEIEHOUHBIX
amuHoTpancdepas (AJIT, ACT), ocoOeHHO Ha paHHUX dTallax JICUYECHUs

- YBEJIMYEHUE YPOBHEN 1ienouHoi Gpocarase'’, kpeatun pochoxunaspr'’,
ramma-riyramuiarpaacdepasst '’ u MoueBoit kucorsr

- YMEPEHHBIE TPAH3UTOPHBIE AHTUXOIUHEPIHIECKHE d(PEKTHI, BKIIIOUAs 3aI0p
1 CYXOCTb BO PTY

- SpEeKTHIbHAS AUCHYHKIMS Y My>KYMH, CHIKEHHOE IT0JI0BOE BICUYCHHUE Y
MY>KYUH U KEHIUH

- Chlllb, OTEKH (B T.4. IEpUPEPUIECCKUE)

- aCTEHHSs, YCTAllOCTh, apTpairus, muxopaaxa '’

Heuacmo

- Opaaukapaus, yayuaenue uarepsaia QT., Tpom603MO0Hs (B T.4.
TpOMOOIMOOIHS JIETOYHON apTepun U TPOMOO03 TITyOOKHX BEH)

- peakuys (OTOUYBCTBUTENLHOCTH, AIOTIELHS

- HeZIepXKaHUe MOYH, 3aI€PIKKA MOUEHCITYCKaH s, 3aTPYAHEHHOE HAYATIO
MOYEUCITyCKaHus ' !

- aMEHOpes, YBEJINIECHHE MOJIOUHBIX JKeJIe3, FaJIaKTOpes y KEHIIVH,
TMHEKOMACTH/yBEIMUEHUE TPYIHBIX JKeJIe3 Y My>KUUH

- B3/IyTHE )KUBOTA’, aMHE3US, HOCOBOE KPOBOTEYEHHE’

- TUIIEPYYBCTBUTEIBHOCTD !

- pa3BUTHE WA 00OCTpEeHUE ArabeTa, HHOTa COITPOBOXKIABIITNECS
KETOALMI030M UM KOMOM, B TOM YHUCJIE C JIETAIbHBIM UCXOJ0M !

- CYIOPOTH NP HAJIMYUU B OOJIBIIMHCTBE CIy4aeB IPUCTYIIOB B aHAMHE3E MU
(aKTOpPOB PUCKA PA3BUTHS CYAOPOT !

- IuCTOHMS (BKJIIOYAs IBMKEHHE TJIA3HOrO A1010Ka)!!

- IM3apTPHs, AMHE3MS, CUHAPOM OECIIOKOMHBIX HOT

- TIOBBITIICHUE YPOBHS 00IIeT0 OMmpyOnHa

- TIO3/THSS TUCKUHE3Us !

Peoxo

- TenaTUT (BKJIIOYAs FeNaTOLEIUTIONSAPHEIE, XOJIECTATUYECKUE UIT CMEIIAHHBIE
TIOBPEKICHUS NedeHn)'!

- CHHIPOM OTMeEHBI " 12

- TpoMOOIHTOIEHNS !

- IOHMKEHHAs TeMIIEpaTypa Tena'?



- 3JI0Ka4ECTBEHHBII HEHPOJIENTHIECKHI CUHIAPOM 2

- JKeJIyI04YKOBas TaXuKap s/ puOPHILIAIMSA KeTyJOUKOB, BHE3AIHAsA CMEPTh'!
- mankpearur' !, pabgomuonns'!, npuanuzm'?

Yacmoma neuzgecmna

- JIEKAPCTBEHHAS ChIIb C YO3UHOPUINEN U CHCTEMHBIMHU MTPOSIBICHUSMU
(DRESS-cunnpom)

- CUHAPOM OTMEHBI Y HOBOPOXKIEHHBIX

1

Knunuyeckn 3HaumMoe yBENMYEHHE MAacchl Tella OTMEYajoCh IO BCEM KaTEeropusM
unjekca maccel Tena (MMT). Tocne kpaTkocpodHOro nepuoia NpuMEeHeHus rpenapara (B
cpenHeM okousio 47 aHei) ObLIO yCTaHOBJIEHO yBenuueHue Beca >7% ot 6azoBoro MMT
(22,2%), yBenuuenue Beca >15% ot 6azoBoro UMT (4,2%) u >25% ot 6a3oBoro UMT
(0,8%). Cnyuau yBenuuenue Beca >7%, >15% u >25% ot ux 6a30Boil Macchl Tena y
MAIMEeHTOB IMPH JUIMTEIbHOM NPUMEHEHUH Tpenapara (Kak MUHMUMYM 48 Henenb) Obun
Oo4eHb pacnpocTpaHeHbl B 64,4%, 31,7% u 12,3% cOOTBETCTBEHHO.

CpenHee yBenuueHue 3HaAYCHUM JIMITUHBIX TapaMeTpoB (0OLINIl X0IeCTEpUH, X0JIECTEPUH
JUTIONPOTENHOB HU3KOM TUIOTHOCTH W TPUIJIMIIEPU[IBI), M3MEPEHHBIX HATOIIAK, OBbLIO
0ojiee BBIPQXKCHHBIM y MAIMEHTOB 0€3 MPU3HAKOB JAUCPETYISIIUK JIUIIUIHOTO OOMEHa 10
Hayasa JIeYeHHUs.

OdeHb 4YacTO PErHCTPUPOBAIHUCH U3MEHEHHUs COJIepXKaHUs o0Iero xosecrepuHa (mpu
B3STHM aHaJIM3a KPOBU HATOILAK) OT IOPOTOBBIX 3HAYEHUI B Hayalsle uccienoBanus (=5,17
MMOJIb/J) 10 BBICOKHX (>6,2 MMOJIB/J).

V3MepeHHbIli HATONAK HOPMAIBHBIM YPOBEHb B Haudaie HcCienoBaHus (<5,56 MMOIb/1)
MOJHAJCS JO0 BBICOKOTO (=7 MMoinb/m). OueHb YacTO PETUCTPUPOBAIUCH W3MEHEHUS
YPOBHSI TJIFOKO3bI KpPOBH (TIPH B3SITUM aHAJM3a HATOIIAK) OT TOPOTOBBIX 3HAYECHUU B
Havajie uccieoBanus (>5,56-<7 MMOJIb/JT) 10 BBICOKUX (=7 MMOJIB/T).

V3MepeHHbIl HATONAK HOPMAIBHBIM YpOBEHb B Haudaie uccienoBanus (<1,69 Mmonb/m)
MOJHAJCS 0 BBICOKOTO (=>2,26 MMomb/1). OUeHb 4acTO PEeruCTPUPOBATUCH W3MEHEHUS
KOHIICHTPAIlUU TPUTIIMIICPUIOB, U3MEPEHHON HATOIIAK, OT MOPOTOBBIX 3HAYCHHUI B Havaje
uccnenoanus (>1,69 Mmonb/n- <2,26 MMOJB/JT) A0 BEICOKHX (>2,26 MMOIIB/N).

B KIMHWYECKWX WCHBITAHWSIX YacTOTa pa3BUTHS TMApPKUHCOHM3MA W JUCTOHHU Y
MAMEHTOB, MOJYyYaBIIUX OJIAH3AMWH, ObLIa YHUCICHHO BBIIIE, HO CTAaTHCTHUYECKU HE
oTnuyanach OT Iuiane6o. IlapkuHCOHM3M, akaTH3us M AMCTOHUS MPU  TEpanuu
ONIaH3allMHOM  HAONIOMATUCh peXe IO CPaBHEHHWI0O C THUTPOBAaHHBIMU  J03aMU
raoniepuona. I[lockonbky mnoapoOHas HHPOpMAIMs O NPEIIIECTBYIONUX ClIydasx
OCTPBIX U TO3JHUX SKCTPAMHPAMUIHBIX MOPAXKEHHH OTCYTCTBYET, B HACTOSAIIEE BpeMs
HEBO3MOXKHO CJENaTh 3aKJIIOYEHHWE O TOM, YTO OJIAH3AalMH PEXE BBI3BIBAET IMO3HIOIO
JTUCKUHE3UIO W/UIH IPYTHE MO3THUE IKCTPATUPAMUTHBIE CHHAPOMBI.

[Ipu BHE3amHOM IpEKpalleHUH MpHEeMa OJIaH3alKMHA OTMEYaIOCh Pa3BUTHE TaKUX OCTPBIX
CUMITOMOB KaK MMOTJIMBOCTh, OECCOHHUIIA, TPEMOP, OECITOKOICTBO, TONTHOTA M PBOTA.

B KIMHHMYECKHX UCHOBITAHHSAX MOPOJOJDKUTENBHOCTBIO  BIUIOTH A0 12 Hexenb
npubau3uTenbHo y 30% MalKueHTOB ¢ W3HA4YadbHO HOPMAIbHBIM YPOBHEM MPOJIAKTHHA,
MOJIy4aBIIUX OJIaH3allMH, KOHUEHTPAalUU IMpOJaKTUHA B IUIa3ME€ KPOBHU MPEBBICHIIN
BEPXHUU MpeaeNl HOPMAITBHOTO Juamna3oHa. Y OONBIIMHCTBA 3TUX MAIMEHTOB M3MEHEHUS
OBLTH, Kak TMPaBUJIO, HE3HAYUTEITbHBIMH M HE JOCTUTJIH JIBYKPATHOTO TPEBBIMICHUS
BEpPXHETO0 Mpejiesia HOPMaJIbHOTO JIMaIa3oHa.

HexenatenbHoe siBlIeHHE OBUIO BBISIBIEHO HAa OCHOBE JAHHBIX U3 KIMHUYECKUX
WCCIIeIOBaHM, BHECEHHBIX B MHTerpupoBaHHyI0 06a3y JaHHBIX 110 OJaH3AMUHY
BbIsiBIeHO Ha OCHOBaHMM pE3yJbTaTOB OLEHKH [OKaszarele W3 KIMHUYECKUX
WCCIIeIOBaHM, BHECEHHBIX B IHTErprpoBaHHY0 0a3y JaHHBIX O OJaH3AMHHY

' HexxenmaTenpHOe siBIICHUE OBLIO BBISBICHO HA OCHOBE JAHHBIX M3 CIIOHTAHHBIX COOOIICHMIA,

MOJIYUCHHBIX IIOCJIC BBIITYCKa TIMIp€liapara Ha PLIHOK. I[J'ISI OIPCACIICHUA YaCTOThI



ucrnonb3oBajgack MHTerpupoBaHHass 0a3a JaHHBIX IO ojaH3anuHy. VHpopmamus un3
OIyOJIMKOBAHHOW JIUTEPATYPHl MMOKA3bIBAIOT, YTO OOJBIIMHCTBO MAlMEHTOB BBI3J0POBEIIO
WIA BOCCTAaHAaBJIMBAIOCh OT MOOOYHOro »3¢¢dekra Mnocie NpeKpalieHus I[pueMa
AHTUIICUXOTUYECKUX NIPENapaToB, B T.4. OJIaH3alIMHA

12 HexenatenbHoe siBieHUE GBLIO BBIABIECHO Ha OCHOBE JAHHBIX M3 CIIOHTAHHBIX COOOIIEHHIA,
IIOJIyYEHHBIX I10CJIE BBITyCKa IIpernapaTa Ha pbIHOK. [l onpeeneHus: 4acTOThl Ha YPOBHE
BepxHero  mpezpena  95%-HOro  HOBEPUTEIBHOTO  MHTEpBaja  MCIOJIb30BalaCh
WuTerpupoBanHas 60a3a IaHHBIX [0 OJIAH3AITHHY

Ilpu onumenvnom npumenenuu OJIOPEKC (ne menee 48 nexpens). [lo mepe
MPOJOJDKEHUS JICUECHHSI YBEJIMYMBAJIACh [JOJISI TAlHUEHTOB, Y KOTOPBIX
NPOSIBUWINCh HETaTUBHbIE KIWHUYECKH 3HAYMMbIE W3MEHEHHS MAaccChl Tea,
YpOBHEH  TJIIOKO3bI,  COJCp)KaHUS  OOIIEro  XOJIeCTEPHUHA/XOJECTeprHa
JUMOMPOTENHOB HU3KOM TJIOTHOCTH/XOJECTEPUHA JIMTIOMPOTEUHOB BBICOKOM
IJIOTHOCTU WJIM TPUIJIMLEPUIIOB. Y B3POCIBIX MNALMEHTOB, 3aBEPIIMBIINX 9—12
MECAYHBI KypC TEpanuu, TEMIbl IOBBIIIEHUS CPEIHEr0 YPOBHSA TJIIOKO3BI
KpPOBU 3aMEeJIMINCh PUMEPHO Yepe3 6 MecseB.

Heowcenamenvnvie aghghexmul 6 ocobwix epynnax nayuenmos.

VY NOXWUIBIX MalUEHTOB C JEMEHLUEH JICYEHHWE OJaH3alIMHOM MOXET ObITh
acCOLMUPOBaHO C Ooyiee BBICOKOW YacTOTOM JIETAIBHOIO HUCXOAa H
HepeOpOBaCKyISPHBIX MOOOYHBIX peakuui. OueHb YacTo NPUMEHEHHE
OJIaH3allMHa B 3TOM IpyNIe NAalMEHTOB NPUBOAWIO K HAPYIICHHUSIM MOXOAKU U
nageHusM.  Yacto HaOMONaIuCh TaKWe HEKeJIaTeNbHbIE SIBJICHUS, Kak
ITHEBMOHUS, ITOBBILICHHAs TEMIIEpaTypa Tena, JIETapIrusl, 3puTeMa, 3pUTEIbHbIC
TaJUTIOLIMHAIIMY U HEJIepKaHUE MOYHU.

VY OOJBHBIX C TCUX030M, OOYCJOBJICHHBIM BO3JEHCTBUEM JIEKAPCTBEHHBIX
CpelCTB (aroHUCTOB JO(PAaMUHOBBIX pelenTopoB) npu Oonesnu [lapkuHcoHa, Ha
¢one npumenenus OJIOPEKC Hepenko BO3MOKHO yXYAILIEHUE CUMITOMATUKA
NAapKUHCOHU3MA U TAJLTIOLIMHALINH.

VY manueHToB ¢ OUMONSIpHONM MaHued Ha (GOHE KOMOMHHPOBAHHOM TEpANHH C
BAJIBIIPOEBOM KHUCJIOTOM MOXET pa3BuUThbcsl HeuTponenus (4,1%). Bricokuii
YPOBEHb BaJbIIpOaTa B CHIBOPOTKE KPOBU MOT OBITh MOTEHLIUAIBHBIM (DaKTOPOM,
cnocooctBoBaBmuM  3ToMy. CoueranHoe mnpumenenue OJIOPEKC c
BaJIBIPOEBOM KHUCIOTOM MM JIUTHEM CIIOCOOCTBYET YBEJIMYEHHUIO YaCTOTHI
(>10%) Tpemopa, cyXxocTu BO PTy, YCUJICHUs ammeTuta u Habopa Beca. Takxke
4acTO PETMCTPUPOBAIUCH HapylleHus peud. B nepBele 6  Henenb
KOMOWHUPOBAHHOM TE€PaANUU C JIUTHEM WA TUBAIPoekcoM y 17,4% manueHToB
Macca Tejna yBeIMYWIach Ha >7% 1o cpaBHEHUIO ¢ ucxoaHou. Y 39,9%
nanueHToB JuiuTenbHas Tepanus npenaparom OJIOPEKC (10 12 Mec.) ¢ uenbto
NpOQUIAKTUKA PELMIUBOB OHUIOJIAPHOTO PaCcCTPOMCTBA COMPOBOXKIAIACH
YBEJIMYEHUEM MACChI TeJa Ha >7% 10 CPaBHEHUIO C UCXOJAHOM.

Jlemu

OJI®PEKC npotuBonoka3aH Ajisi IPUMEHEHHUS Y IETEH U MOJPOCTKOB MIIAJIIIE
18 gner. KiuumHWYeCKHX HWCCIEAOBAHMM, WMEBIIMX IEJIBI0 CpPaBHEHUE
Oe30MmacHOCTH IpernapaTa Yy TOJPOCTKOB U B3pOCHBIX TAIEHTOB, HE



IMPOBOANIIOCH, OJHAKO HCCICAOBATCIIN UMEIN BO3MOKHOCTb CPABHUTH AAHHBIC C
BOBJICYCHUEM ITOJPOCTKOB C JAHHBIMHU C BOBJICUEHUEM B3POCIIBIX.

Hwxe 06001IeHBI HEXKENaTeIbHBIC PEAKITUH, Yallle BRISBIISBIINECS Y MMAIIMCHTOB
MOJIPOCTKOBOTO Bo3pacta (13—17 1er), yem y B3pOCIHbIX, U HEXKEJIaTeIbHbIE
peaklnu, KOTOpble HAOMIOJANNCh Y MOAPOCTKOB. [Ipy mpumeHnenun npenapara B
A03UPOBKaAX, oOecIieunBaBIINX COIIOCTABUMYIKO OKCIIO3HWIIWIO, KIMHHUYCCKU
3HAYMMOE YBEJIMYEHUE Macchl Tena (= 7%) wyalle perucTpupoBajioch Y
IMOAPOCTKOB, UYCM Yy B3POCJIbIX. BI)Ipa}KCHHOCTB Ha60pa B€Ca U AOJIS MMAIIUCHTOB
IMOAPOCTKOBOTO BO3paCTa, Y KOTOPBIX OBLIO BBISBJIEHO KJIIMHUYECKUA 3HAUUMOE
YBCINYCHUC MACChlI TCJId, YBCIMYHBAJIINCb Ha (bOHe JINTCIIBHOI'O IIpHcMa
npernapata (B TEUEHHE IO MEHbIIEH Mepe 24 Henenab), M0 CPaBHEHUIO C
KpaTKOCPOYHBIMHU KypCaMM JICYCHH.

[ToOounbIE pCakuuun ICPCUYUCIICHBI B COOTBCTCTBHUH CO CJICIIYIOHleﬁ rpanaulxleﬁ:
odeHb yacto (>1/10), wacto (>1/100 mo <1/10).

Ouenwv yacmo

- yBeJIMYEeHue Beca'’

- IOBBIIIEHUE YPOBHS TPUIIUIIEPU 0B

- TIOBBIIIICHHBIN aIllIeTUT

- cenarus (B TOM YUCJIE TUIIEPCOMHMUS, BSUIOCTh, COHJIMBOCTD)

- MIOBBINICHUE aKTUBHOCTHU NEYEHOUYHBIX aMuHOTpanchepas AJIT/ACT

- CHIDKEHHUE CO/IepKaHus 00111ero OninpyonHa

- noBbiieHue ypoBHs [TT

- IIOBBIIICHHC YPOBHA IIPOJIAKTHHA B HH&3M616

Yacmo

- IIOBLILIEHHE YPOBHS XOJleCTEpHHA'

- CYXOCTb BO PTY

13 Tlocne kpaTkocpouHoro jedeHus (cpedHeil MPOJOIKUTENLHOCTBIO 22 JHA) YBEIMYEHHE
Macchl Tena Ha >7%, 1Mo CPaBHEHHUIO C UCXOAHOM, oTMedasioch o4eHb dacto (40,6%), Takxke
4acTO PETHCTPUPOBAIOCH YBEIMUECHUE Macchl Tena Ha >15% (7,1 %) u Ha >25 % (2,5 %), 1o
CPaBHEHMIO C MCXOJHOH. Bo Bpems muTenpHOro Kypca jedeHus (o MeHblied mepe 24
Henenu) 89,4% mnanuentoB Habpamu >7 %, 55,3% maumentoB HabOpamu >15 % u 29,1%
MalKUeHTOB Ha0pau >25% OT UCXOAHOM MacChl Tea.

4 MsmMepennslii HaTOIAK HOPMAJLHBIA ypoBEHb B Hayane uccienoanus (<1,016 MMob/1)
HNOJHANCS 10 BbIcOKOro (>1,467 mMMonb/n), W OBUIM 3aperucTPUPOBAHBl HM3MEHEHHS
KOHIEHTPAIIUU TPUTIUIEPUIOB, U3MEPEHHOW HATOIIAK, OT MOPOTOBBIX 3HAUYCHUU B Haydaje
uccienoBanus (>1,016 mmons/n- <1,467 MMob/i) 10 BeICOKHX (>1,467 MMoOIb/1).

5 M3mepeHHBIi HATOIAK HOPMANbHBI YpOBEHb OONIErO XOJNECTEPUHA B HAyase
uccienoBanus (<4,39 MMOJIB/T) 4acTO MOAHUMAIICS 10 BBICOKOTO (>5,17 mmonb/i). O4ueHb
4acTO PETUCTPUPOBAIUCH HW3MEHEHHUs COJAEpKaHUS OO0IIero xoiecTepuHa (TpU B3SATUU
aHaJM3a KPOBM HATOINAK) OT MOPOTOBBIX 3HAUYEHWM B Hauaie uccienoBanus (>4,39-<5,17

MMOJIB/TT) 10 BBICOKHUX (>5,17 MMoOB/1).
16 [ToBbImIEHHE YPOBHS MPOTAKTHHA B IIa3Me KPOBHU OBLIO BHIBJIEHO Y 47,4% MOIPOCTKOB.

Ilpy  BO3HMKHOBEHMM  HEXKEJATEJIbHBIX JIEKAPCTBEHHBIX  peaKkuuiu
o0pamiaTbci K  MEIUMUUHCKOMY PpadoOTHHKY, (apManeBTHYECKOMY
Pa0OTHUKY WJIH HANpPAMYHW B HHPOPMALMOHHYK 0a3y [JAaHHBIX IO



Hes/KeJIaTeJbHBIM peaKuusaM (AelCTBHSAM) HA JIEKapCTBEHHbIE NMpenaparsl,
BKJIIOYasi cO001eHHs 0 HeAPPEeKTUBHOCTH JIEKAPCTBEHHBIX NIPEeNapaToB
PT'II na IIXB «Hannonaneubii LleHTp 3KCIIepTH3BI JIEKAPCTBEHHBIX CPEACTB U
MEIUUMHCKNX wu3genuin» Komurera MeauUMHCKOro M (papManeBTHYECKOro
KOHTpoJisi MuHucTepcTBa 3apaBooxpaneHus Pecnyonuku Kazaxcran
http://www.ndda.kz

JlonoTHUTE IbHBIE CBeIeHUS

Cocmae nekapcmeennozo npenapama

Opna TabneTka CoOACPKUT

akmueHoe geujecmeo - onanzamnusa 5 mr, 10 mr

8CnOMO2amenbHble seujecmea: JIAKTO3bI MOHOTHUJpAT,
TUAPOKCUITPONIIILIEILTIONI03a (Klucel-LF), KpPOCIIOBHJIOH, LEJUTI0JI03a
Mukpokpucramummaeckas PH 102, marnus creapar,

Marepuan gy o6oiouku Nel5 (Opadry AMB White (OY-B-28920)

cocmas obonouku Nel5 Opadry AMB White (OY-B-28920): neuutus,
MOJIMBUHUWIIOBBIA CIIUPT, KcaHTaHOBasi kameap (E415), Tanbk, TUTaHa TUOKCHU
(E171).

OnucaHue BHENTHEr0 BUAa, 3amaxa, BKyca

TabneTku, MOKPHITBIE TUICHOYHOW 000JI0YKOM Oenoro IBeTa, OBAJIBHO-
IIPOJOITOBAaTOW (DOPMBI, C JABOSIKOBBITYKIONW MOBEPXHOCTHIO M HAMIMHUCHIO «5»
Ha OJHOW CcTOpoHE (st AO3MPOBKU 5 Mr). TabneTKH, TMOKPHITHIE TICHOYHON
o0oyioukol  Oenmoro  1BeTa, OBaJIbHOW  (GOPMBI, C  JABOSKOBBITYKJION
MOBEPXHOCTHIO (117151 JO3UPOBKH 10 Mr).

Bce TabneTky Ha M3710Me HKEIITOTO IBETA.

®opMa BbIIYCKA H YIIAKOBKA

[Io 14 TabneTok NOMEMIAIOT B KOHTYPHYI S4YEHKOBYIO YNAKOBKY U3
AIIOMUHUEBOM (hopMaTypsl U (POJIBIH ATIFOMUHUEBOM MEYATHOM.

[To 1, 2 nnu 4 KOHTYpHBIE YIIAKOBKH BMECTE C MHCTPYKIMEHN 110 MEAUIMHCKOMY
IIPUMEHEHUIO HA Ka3aXCKOM U PYCCKOM A3bIKaX ITOMEIIAIOT B TAYKy KapTOHHYIO.

Cpok xpaHeHusi

3 roma
He nmpuMeHsTh 110 UCTEYSHUH CPOKa TOTHOCTH !

YcioBusi XxpaHeHust

Xpauuth 1pu Temneparype He Boime 25 °C B cyxXoMm, 3allMIIEHHOM OT CBETa
MecCTe.

XpaHHUTh B HEAOCTYITHOM JJIsI IETEN MecTe!

YciaoBuA OTIyCKA U3 alITEK
ITo penenty


http://www.ndda.kz/

Cgenenusi 0 Npou3BoOaUTEIE
AO «Hob6en Anmarunckas ®apmareBtuueckas Dadbpukar
PecnyOonuka Kaszaxcran, r. AnMartel, yi. llleBuenko 162 E

Howmep tenedona: (+7 727) 399-50-50
Anpec anekTpoHHON ouThl: nobel@nobel.kz

Jlep:kaTesib perucTpaloOHHOI0 Y10CTOBEPEeHHUs

AO «Hoben Anmatunckas ®apmaneBruueckas Oadpukar»
Pecnybnuka Kazaxcran, r. Anmatsl, yi. [lleBuenko 162 E
Howmep tenedona: (+7 727) 399-50-50

AJipec 3JeKTpOHHOM TTOYTHI: nobel@nobel. kz

HaumenoBanue, ajpec M KOHTaKTHble JaHHble  (TeqedoH,  dakc,
3JIEKTPOHHAS nmo4yra) opraHu3anuu Ha Tepputopun PecmyOuanku
Ka3zaxcran, npuHuMapmeid mnpereH3uu (NMPeLJIOKEHUS) 10 KaAYeCTBY
JIEKAPCTBEHHBIX CPeACTB OT MOTpedHMTe el M  OTBETCTBEHHOW 3a
NOCTPEruCTPANMOHHOE Ha0/I0leHHe 32 0e30MaCHOCTHI0 JIEKAPCTBEHHOIO
cpeacTBa

AO «Hoben Anmatunckas ®apmanieBruueckas Oadpukar»

Pecny6nuka Kazaxcran, r. Anmartsl, yi. llleBuenko 162 E

Howmep tenedona: (+7 727) 399-50-50

AJipec 35eKTpoHHOM 1ouThl: nobel@nobel.kz
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